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STRQ RUG ADVISQRY COMMITTEE 
PREV UN OF COLORECTAL CANCER TRIAL DESIGN 

The ~olore~ta~ banker Netwo mitted to clinical trials in gene and is pa~i~ularly 
rials. We encoura e the Food and Drug ministration to give 
emphasis in order o reach a day when colorectal cancer can 

ation in today’s advisory committee is to ensure that several items of ~rn~o~an~e to 
ommunity are kept in mind and considered in the design phase. 

e stat~st~~al~y sig~i~~ant number of trial ~icipants been estimated so t 
ose at risk for sporadic colorecta ricer)) preventive trials will 

rld cir~umstan~es~ I 

lorecta~ cancer will need t e a lengthy one with a large enrollment. 
studies done over a short of time will show little since colorectal 
n years or more to develo wever, in that ten year eriod polyps can be 

ortant that any ch oprevent~on study 
ce of cancer but also by the absence of 

your use of the war ost’” in your ore-committee meeting brie~ng 
that do not become ma ant. The term used more frequently is 
appreciative if you w please identify the documentation used that 
f the word ‘most’. 

ee~ing briefing seems t 
e. We ask you to ret 
easure that lengthen 

icate that shop-tea 
r this point. Xf true 

opme~t time of polyps 



ence rate of colorectal cancer by increasing e window of early or 

statement you have noted that 6% of A ericans will deve this 
of them will die from it. The 2.6% seems to be too low since death 

rate of colorectal cancer patients is nearly 60%. 

o not believe that chemoprevention will replace colunoscopies. Rather it will ultimately 
increase t ength of time that it is safe to go between getting colonoscopies. 

o~reve~tions wiE1 be especially valuable in those people who are unable to undergo 
colonoscopies due to other heafth reasons. 

number of sporadic culorectal cancer incidences in the un 
dy that is conducted should not be limited to ust those 50 and older. 

tar-y causes of co~orecta~ cancer have not been properly documented and studied and 
fore need to be kept separate from these studies. However, co-existing studies 

uc~ment~ng diet of th rial participants may prove to have value at a fater date. Doing co- 
existing studies should 

nity. The FDA’s inclusion of the patient populations in this process 
y CCNetwork and the thousands of patients that we represent. 


